**Abstract**

Educational Objectives: Odelepran is a new pan opioid receptor antagonist for the treatment of alcohol dependence. Odelepran demonstrates high in vitro binding affinity (K*i*) and antagonist potency (K*b*) at all 3 classic human opioid receptors (mu, kappa, and delta).

Odelepran has a potential to decrease the amount of alcohol drunk by a patient, as well as to block the effects of opiates, thus helping patients to abstain from using these potent substances of abuse. The preclinical research programme for peroral Odelepran formulation is completed by now, as are phase I and phase II clinical studies in patients with alcohol dependence.

Methods: This was multi-center randomized double blind placebo controlled phase III clinical studies for assessment of efficacy and safety of Odelepran with a 24-week treatment period. Patients (N = 644) were alcohol-dependent, treatment-seeking adults. Clinical trial was in Russia.

Inclusion criteria: patients with alcohol dependence of moderate severity (5--12 drinks/day). Primary endpoint: the mean number of drinks per drinking day. Medical Management on compliance issue only to reduce placebo effect.

Analysis for genotyping: the coding target preparation OPRM1 rs1799971.

To assess the efficacy we used psychometric scales: Retrospective analysis of alcohol consumption (TLFB), Assessment of the consequences of drinking (questionnaire DrInC-2R), Assessment of craving for alcohol (Obsessive-Compulsive Scale), Subjective assessment of the patient quality of life (SF-36).

Conclusions: in clinical trial was included 644 patients with alcohol-dependent (DSM-V/ISD-10): Female- 192 patients, Men- 452 patients and a average age from 25--49.

Interim safety analysis showed no serious adverse effects, good tolerability and fewer drink per day compared with placebo. The final data will be presented in June 2016.
